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PEILIEHUE
00 OTKa3e B COMTACOBAHUHM MPEACIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbBIE MTPEnaparhl, BKIIOYCHHBIC B IEPEUCHDb KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHWIIINX JIEKaPCTBEHHBIX IIPENApPaTOB

B coorBercTtBuM ¢ nyHkramu 13 u 32 IlpaBun rocynapCTBEHHOW peTUCTpalUM U
NEPEPETUCTPALIMN TPEAEIbHBIX OTIYCKHBIX LI€H MPOM3BOAUTENEH Ha JIEKAPCTBEHHbIE
npenaparbl, BKJIOYEHHbIE B IIE€PEUYCHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX  NPEnaparoB, yTBEPXKIEHHbIX  MOcCTaHOBieHHEM [IpaBuTenbcTBa
Poccuiickoit ®enepanu ot 29.10.2010 Ne 865 (manee — IlpaBuna), denepanbHas
aHTUMOHOIIOJIbHAS  CIy»*0a paccMoTpena JAOKYMEHTBI, MPEJCTaBIECHHbIE MHUChMOM
Munsnapasa Poccun ot 10.02.2020 Ne 20-4-4126581-c u npuHsuia peiieHre 006 oTkasze B
COMNIACOBAHUM TIPEACIIBHOM OTIYCKHOM II€HBbI, 3asBJICHHOW Ha MEpPEpPErucTpaluio
[TAO «Kpachapma» (Poccus), Ha crnemyromuii JeKapCTBEHHBIN Mpernapar, BKIIOYCHHBIA B
nepeyeHb KU3HEHHO HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

«edrpuakcon» (MHH - «lledTpuakcon»), MNOpPOMIOK HJsi MPUTOTOBICHUS
pacTBOpa JIsl BHYyTPUBEHHOTO W BHYTPUMBIIIIEYHOTO BBeAeHUs, | T, dumakon (1) — madka
KapTOHHas, B pasMepe 26,94 pyoOiei.

[IpenenbHas OTHYCKHAasl II€HA Ha BBINICYKa3aHHBIM JIEKAPCTBEHHBIM Ipenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSM.

B coorBerctBum ¢ myHktom 36 IlpaBun, mpu nepeperucTpanuu MNpeaeabHOU
OTIYCKHOM IIEHbl Ha JIEKapCTBEHHBIM Mpemnapar MpOU3BOAMTENS TOCYAapCTBa — YJieHa
EBpa3uiickoro 3KOHOMHMYECKOTO COI03a B CIydasX, MNPEeIyCMOTPEHHBIX MNOAIMYyHKTaMU
«a» - «B» nyHkra 32 IlpaBui, mnpenenbHbI YpOBEHb PEHTAOETBHOCTH HE MOXKET
npeBbiark 30 MpOLEHTOB.
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CornacHo npeAcTaBIeHHBIM JTOKyMEHTaM, (GaKTUYECKU ypOBEHb PEHTA0OEIbHOCTH
BBIIIECYKAa3aHHOTO JIEKAPCTBEHHOro Impemnapara cocrtaBiseT 44,54 mpouleHTOB, 4TO
MPOTUBOPEUUT TpeOoBaHUAM myHKTa 36 [IpaBui.

B ar1oit cBsa3u, ®AC Poccun nanpasien 3ampoc ot 22.02.2020 Ne AI[13722/20 06
YTOUHEHUSI CBEICHUN O (HaKTUYECKOM YpPOBHE PEHTAOEIbHOCTU C Y4YETOM TpeOOoBaHUIA
nyHKTOB 21 u 23 MeToauku pacuera MpeAesbHbIX OTIMYCKHBIX LIEH MPOU3BOJAUTENEH Ha
JIeKapCTBEHHBbIE TMpenaparbl, BKIIOYCHHBIE B TEPEUCHb JHKU3HEHHO HEOOXOAUMBIX H
BXHEHIINX JIEKAPCTBEHHBIX IpEeNaparoB, NPH HUX TOCYAAPCTBEHHOW PEruCTpalMd U
NEepEPErUCTpaliy, YTBEPKIACHHOW mnocTaHoBiueHueM IIpaBurensctBa Poccuiickon
®enepanun ot 15.09.2015 Ne 979 (manee — Meronuka). B nmpenenax ycTaHOBIEHHOTO
cpoka 3anpoiuierHas nHpopmanus B DAC Poccun He noctynuia.

B cBsi3u ¢ BBINIEU3NOKEHHBIM, B COOTBETCTBUM C MOJINYHKTAMU «B» U «I» IYHKTa
19 IlpaBunm mnpeBbIIIEHUE NPEACTABICHHON I TOCYJApCTBEHHOW PETUCTpaluy WU
MEepPEPETUCTPAllMM MPEIEIbHON OTIIYCKHOM LIEHbI NPOU3BOAUTENS HA JIEKAPCTBEHHBIM
mpernapar HajJ LUEeHOW, pacCUMTaHHOW B coorBeTcTBUM ¢ [IpaBmiiamum m Mertonukou, a
TaK)K€ HENPEJCTABICHUE CBEICHUM, MPELyCMOTPEHHbIX IyHKTOM 14 IlpaBun, sBasercs
OCHOBAaHMEM JJIsl OTKa3a B COIVIACOBAHMM TOCYAAPCTBEHHOW PETHCTpPALUU IMPENEIbHON
OTITyCKHOM LI€HBI IPOU3BOAMTENS HA JIEKAPCTBEHHBIN ITpenapar.

Mecmo dns nodnucu

A.B. JlonieHko

IlonamapeBa Cpetiana J[MoHHCOBHA
Ten.8(499)755-23-23 Bu.088-471
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